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Food and Drug Administration 
Rockville MD 20867 





Re: Arixtra 
Docket No. 02E-0098 


The Honorable James. E. Rogan , ^ ^ . 

Unto Secretary of Commerce for Intellectual Property imd 
Director of the United States Patent and Trademark Office 
Box Pat. Ext. 

P.O. Box 2327 
Arlington, VA 22202 


Dear Director Dickinson: 

This is in regard to foe applications ^gprodtocl^nedby^he patent is^ 

“(fond^somto). which w* assigned new drug application (NDA) No. 21-345. 

A review of the Food and Drug Administration's official records indicates that this 

urts 

(Fed. Cir. 1990). 

The NDA was approved on December 7.2001, which makes the submission of the P a ™* 
extension application on January 29,2002, timely withm the meaning of 35 U.S.C. § 156(d)(1). 

Should yon conclude that the subject patent is eligible for patent tern extension. us 

accorLulv, As reguired by 35 U.S.C. § 156(d)(2)(A) we will then determine the Wbeable 
regulatory review period, publish the determination in the Federal Register, and notify yo 
determination. 

Please let me know if we can be of further assistance. 

Sincerely yours, 

3xy^- (2. 

(Jsnt A. Axelrad ‘ 

Associate Director for Policy 

v* <*■_ria...DiTn1iintinTi 


Paul Ea Dupont 
Sanofi Synthelabo, Inc. 
9 Great Valley Parkway 
Malvern, PA 19355 
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